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The metanalysis studies demonstrated that the surgical staplers contributed with 
insignificant reduction of surgical time (5.18 and 1.56 minutes). Considering insti-
tutional costs at our Hospital, from January to September, 2014, surgical staplers 
and charge spent R$331,477.29 (€ 9544.83), 25% higher than the value reimbursed by 
the Brazilian health public system (SUS). ConClusions: Considering the literature 
evidence and costs analysis for our scenario the Hospital restricted the surgical 
stapler use exclusively for surgeries in which it is reimbursed by the public system 
of Brazilian health.
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HePatitis C: ConsideRations foR Patient CaRe and PRognosis
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objeCtives: Infection with hepatitis C virus (HCV), which affects approximately 
3% of the global population, may be associated with extra-hepatic manifestations 
such as cardiovascular diseases, lymphoproliferative diseases, diabetes and renal 
impairment, which contribute to the burden of HCV and may impact patient care and 
prognosis. Therefore, the objective of this study was to describe the prevalence of mul-
tiple comorbidities among patients ± HCV in a large health maintenance organization 
(HMO). Methods: The study was performed using the computerized databases of 
Maccabi Healthcare Services (MHS), a 2-million-member HMO representing a quarter 
of the population in Israel. Patients enrolled in MHS in 2012 with a record of HCV 
infection were identified by cross-linking physician diagnoses, laboratory tests (e.g. 
detection of HCV antibodies and RNA) and dispensed prescriptions for HCV treatment. 
A matched group of patients with no indication of HCV infection was selected by 
individual matching (1:4) on sex, age, origin, and district of residence. Comorbidities 
were identified using the MHS automated patient registries, the National Cancer 
Registry, and International Classification of Disease, 9thedition, diagnoses. Prevalence 
of comorbidities was estimated for each group (i.e. patients ± HCV). Results: The 
mean age of HCV patients was 49 years (n= 10,521; 43% female). Preliminary results 
indicate that compared to matched HCV-negative patients (n= 42,084), HCV patients 
had a higher prevalence of multiple comorbidities, including diabetes, stroke, atrial 
fibrillation, hypertension and chronic kidney disease. HCV patients were also more 
likely to have a history of smoking and substance abuse. ConClusions: The study 
results indicate that multiple comorbidities are prevalent among HCV patients. As 
we move into a new era of HCV treatment, it is important to monitor extra-hepatic 
manifestations in real-world settings and to assess the potential implications of mul-
tiple comorbidities on patient care and prognosis.
PHP170
aCCePtanCe of CliniCally Relevant PRiMaRy study endPoints in tHe 
geRMan HealtH teCHnology assessMent PRoCess: analysis of five 
diffeRent disease aReas
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objeCtives: The introduction of AMNOG law in Germany in January 2011 
stipulated an early benefit assessment (EBA) for new medicines. EBAs deter-
mine the extent of additional therapeutic benefit that a drug has on patient-
relevant endpoints. We examined the acceptance of clinically acknowledged 
primary endpoints (PEs) from regulatory trials in EBAs conducted by the German 
Federal Joint Committee (G-BA). Methods: For drugs in five disease areas 
(oncology, diabetes, hepatitis C [HepC], multiple sclerosis [MS] and idiopathic 
pulmonary fibrosis [IPF]), EBAs and regulatory assessments were reviewed. 
The G-BA website was used to obtain manufacturers’ value dossiers and G-BA 
appraisals. Endpoints used in pivotal trials were obtained from the Summary 
of Product Characteristics available from the European Medicines Agency web-
site. Acceptance of PEs by the G-BA was compared to acceptance by regulatory 
authorities. Results: In 4 disease areas (diabetes, HepC, MS and IPF), PEs only 
addressed the dimension of morbidity; in oncology, they covered the dimensions 
of morbidity and of mortality. Acceptance of PEs by the G-BA differed between 
the evaluated disease areas. Both the G-BA and regulatory bodies accepted mor-
tality PEs. The G-BA did not accept morbidity PEs in diabetes and IPF and only 
partially accepted them in oncology and MS, whereas they were fully accepted in 
HepC. More specifically, widely accepted morbidity PEs were not deemed patient-
relevant by the G-BA in three of five evaluated disease areas (progression-free 
survival in oncology, haemoglobin A1c in diabetes and change in forced vital 
capacity in IPF). None of the reviewed pivotal trials included quality of life (QoL) 
endpoints as PEs. ConClusions: Whereas there was largely agreement on the 
acceptance of mortality PEs (where provided), considerable variability in the 
acceptance of morbidity PEs was observed between regulatory bodies and the 
G-BA. Established morbidity PEs were frequently not, or only partially, accepted 
by the latter.
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objeCtives: Chronic diseases (CDs) are the leading cause of mortality, typically 
reduce quality of life, and represent a substantial financial burden. Generic CD 
self-management support (SMS) interventions that can be applied across a range of 
CDs are proposed as an adjunct to best medical care to reduce unscheduled health 
care utilisation and improve quality of life. However, there is uncertainty regard-
ing the optimal SMS format and the short- and long-term benefits. This review 
methods were used most frequently (61), other combinations (RE or CE with IND 
or PRA, and BR with OBS, were rare (0 – 2). ConClusions: Although counts for 
pragmatic and indirect methodologies are growing, publication numbers are low 
compared to observational methodologies, and their explicit title relevance for RE 
or BR -which are both increasingly covered- still seem relatively minor. Qualitative 
assessments based on individual abstracts will be presented.
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intRa- and extRa-oRganizational faCtoRs affeCting CoMMunity 
PHaRMaCy PeRfoRManCe
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objeCtives: This study aimed to identify factors affecting community pharmacy 
performance and identify important items in assessing community pharmacy per-
formance, with emphasize on Iran setting. Methods: In 2014, a cross-sectional 
survey was conducted through a survey using a self-administered, anonymous 
questionnaire. The target population of this study included pharmacists involved 
in managing a community pharmacy, in Iran, at least for 3 years by the time of the 
study. The questionnaire was developed and revised based on the related literature 
and experts’ opinions. The obtained questionnaire consisted of 3 parts, including 
factors influencing community pharmacy performance, items proposed for evaluat-
ing the performance of a community pharmacy, and respondents’ demographics, 
respectively. Five point Likert scale was used in the first two sections. SPSS 16.0.0 
was used to perform descriptive analysis of respondents’ demographics and factor 
analysis of other data. The importance of each dimension was expressed as the 
standardized coefficients calculated by LISREL 8.50. Results: 123 questionnaires 
were usable. A majority of participants were male (65.9%) and had at least 10 years 
of experience in pharmacy practice (76.4%). Based onresponses, among intra-organ-
izational dimensions, product (0.89), leadership(0.86) and promotion(0.82) were 
three most influencing items, and price(0.37) was the least important one. Related 
to extra-organizational factors, participants (0.86) and regulatory issues (0.58) 
achieved the highest and lowest scores, respectively. Among performance assess-
ment items, clients’ results (0.76) and society results (0.22) set at the first and last 
priority, respectively. ConClusions: According to the results of this study, effort 
seems necessary to increase Iranian community pharmacies alertness toward the 
societal outcomes of their activities. On the other hand, the present study provides 
local decision makers and researchers with a comprehensive collection of items 
involved in community pharmacy area, which is also applicable in other countries 
after minor modifications based on their local issues.
PHP167
influenCe of soMe faCtoRs on tHe MoRPHologiCal stRuCtuRe of 
sPeRMatozoa in stRaigHt intestine duRing foRensiC - MediCal 
exaMination of sodoMy
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objeCtives: Is to study the changes of the morphological structure of sperma-
tozoa in straight intestine of corpses and assessment of the impact of tempera-
ture and microflora on their safety during forensic - medical examination of 
sodomy. Methods: Material research were tampons with the content of straight 
intestine of 46 corpses of men , conserved at room temperature of + 18 ± 3° C and 
in the refrigerator at temperature of + 4 ± 3° C. Results: A quantity of Escherichia 
coil in the content of straight intestine of corpses was 23,21 ± 0,64% at temperature 
of + 4 ° C ± 3,which was below 1.2 times (p < 0.001 ) than the same quantity obtained 
at room temperature (28,12 ± 0,81%). The content of bifidobacteria were stored in 
a refrigerator conditions, exceeded in 1,7 times (p < 0.001) than the data of room 
temperature (21,23 ± 1,12%). A quantity of proteus at room temperature was higher 
in 3.1 times (p < 0.001 ) than at temperature + 4 ° C ± 3 ( 2.31 ± 0,1%). The content of 
yeast fungi of the genus Candida at room temperature was 7,63 ± 0,04%, exceeded 
in 1,5 times ( p < 0.001) than measures at temperature of 4 ± 3 ° C (5,01 ± 0,14%). 
Quantity of staphylococci (5,11 ± 0,02%) and streptococci (6,3 ± 0,05%) at a storage 
of corpses at room temperature was higher than 2,1 times in the refrigerator ( p < 
0.001 ) and 2 times (p < 0,001). Whole spermatozoa were not found in any field of 
view on microscopic study, to 9,36 ± 1,16 days in. Complete lysis of spermatozoa was 
observed at 17,3 ± 1,8 days. ConClusions: Thus, at low temperatures spermatozoa 
are destroyed in about 2 times more slowly due to reduced activity of microorgan-
isms and slow the autolytic process.
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effiCienCy analysis of suRgiCal staPleRs CoMPaRed to Manual 
sutuRe foR oPen and laPaRosCoPiC suRgeRy
Psaltikidis EM, Resende MR, Bustorff-Silva JM
Clinical Hospital of State University of Campinas, Campinas, Brazil
objeCtives: Although surgical staplers have been employed in different surgical 
procedures an efficiency analysis is necessary to support decisions for incorpora-
tion in Brazilian public health system (SUS). The objective was to determine the 
impact of surgical staplers in costs, surgical outcome and related complications 
in comparison to the manual suture. Methods: Search strategy was performed 
using the following PICO elements: open and laparoscopic surgery (population), 
surgical staplers (intervention), manual suture (comparator), costs, surgical time 
and post-operatory complications (outcome). An extensive search among health 
sciences databases (Pubmed, Embase, The Cochrane Evidence Portal, and HTA) 
and the site of Brazilian Ministry of Health from 2008 to 2014. The perspective of 
costs and impact was of the Hospital. Results: 65 publications were identified by 
search by title and abstract according to quality of evidence; seven studies were 
selected: two systematic review with metanalysis, four systematic review and one 
clinical trial randomized. The studies evaluated gastrointestinal and lung surgery 
showing similar clinical outcome between surgical staplers and manual suture. 
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agers, pharmacy staff, and pharmacy clients. The target population of this study was 
community pharmacies settled in Tehran, the capital city of Iran. The managerial 
team of the invited pharmacies must remain unchanged for at least three years 
ending to the study. Manager’s and staff questionnaires contained questions about 
their job satisfaction, self assessment of knowledge, skills, and performance. Staff 
was also asked about manager’s behavior. Client’s questionnaire evaluated client’s 
satisfaction with the pharmacy. Confirmatory factor analysis and correlation test 
were performed using SPSS 16.0.0. Results: Data from 187 pharmacies was gath-
ered. Based on the results, applying strategy planning had significant relationship 
with financial (R= 0.204, p-value< 0.05) and societal results (R= 0.451, p-value < 0.01). 
Manager’s behavior was significantly (p-value < 0.01) correlated with society, staff 
and client result (R= 0.234, 0.674 and 0.307, respectively). Staff’s knowledge and 
skills was related with staff’s satisfaction (R= 0.211, p-value < 0.01), society (R= 0.339, 
p-value < 0.01) and financial (R= 172, p-value < 0.05) result, but client’s satisfaction 
correlation was only significant with technical pharmacist’s skills (R= 0.275) and 
non-pharmaceutical knowledge (communication, information exchange, and ethics) 
(R= 0.301). ConClusions: Although community pharmacies, in Iran, suffer from 
low professionalization and health policy makers’ inattention, results of this study 
are promising, because show that manger’s can still affect pharmacy achievements 
by improving their behavior, knowledge and skills.
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CHaRaCteR of toxiC daMage of liveR in influenCes of substanCes of 
MediatoR to fetal Cells on HePatoCytes in aCute liveR failuRe
Akhmetova Z, Zhanaliyeva M, Bukeyeva Z, Shaizadina G, Turgambayeva A
Astana Medical University, Astana, Kazakhstan
objeCtives: In a comparative analysis of the hepatoprotective properties of media-
tor substances fetal cells were more expression than in essentiale and provided 
dose-dependent effect. The aim was to evaluate the effect of mediator substances of 
fetal cells to hepatocytes during acute liver failure. Methods: For this experiment 
we used an experimental model of chronic hepatitis, where a carbon tetrachloride 
used as toxic agent, which were introduced into experimental rats at dose of 0,2ml 
/ 100g. The experiment had been lasted 45 days. Thus, the level of alanine ami-
notransferase at the 2nd day of the experiment in the control group of untreated 
animals was 4.6 times higher than in intact rats. While the level of aspartate ami-
notransferase in blood serum of control animals receiving no hepatoprotective 
therapy increased 1.8 times to 10thday as compared to intact group. Results: 
Experimental acute hepatitis accompanied by an increase in the values of thymol 
1.5 times already on the 2nd day, on the 5th and 10th days of the experience were 
even more growth in this indicator when it exceeded the level of the intact group 
by 3.9 times and amounted to respectively p< 0.05 and p < 0.001. In the control group 
of animals exposed to the toxic effects of paracetamol and its metabolites to liver 
cells was observed marked change parameters of cholestasis. Thus, the content of 
bilirubin in the group of untreated animals on the 2nd and 5th day of the experi-
ment exceeds the index of intact animals by 1.3 times, on the 10th day of the study, 
it decreased and was 1.2 lower than in the intact group (p< 0.001). ConClusions: 
Morphological findings which were found in the experimental groups using the 
“mediator substances” of fetal cells in a dose of 0.1 ml/kg, showed that their hepato-
protective effect appears to 10th days.
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italian laW 326/2003 foR tHe ReiMbuRseMent of oRPHan and life 
saving dRugs aWaiting MaRket entRy: aPPRovals, RejeCtions and 
MetHods in aifa’s evaluation PRoCess betWeen januaRy 2013 and May 
2015
Prada M1, Bertozzi C1, Proietti B1, Urbinati D2
1Intexo, Roma, Italy, 2IMS Health, Milano, Italy
objeCtives: Under Article 48 of Law 326/2003, AIFA has established an innovative 
funding scheme (Fondo AIFA 5%). Italian pharmaceutical companies are required 
to donate 5% of their promotional expenditure to an independent research fund. 
Half of this allowance is used for the reimbursement of orphan and life saving 
drugs awaiting market entry. This study is aimed to assess how many applications 
have been submitted to the Technical Committee of AIFA (CTS) and how they have 
been evaluated. Methods: The reports of CTS meetings from January 2013 to May 
2015 were reviewed, checking number and characteristics of drugs under evalua-
tion, and analysing each single decision taken by CTS. Results: Over the period 
under analysis, CTS evaluated 15 drugs, for the treatment of 61 patients. The thera-
peutic areas mainly represented were the respiratory system (cystic fibrosis), the 
onco-haematology (multiple myeloma and MCL) and other rare diseases (Duchenne 
muscular dystrophy, short-bowel syndrome, cystic fibrosis, inborn errors of primary 
bile acid synthesis). Out of 61 patient applications, 16 were approved, 26 rejected 
as the product obtained a full registration and reimbursement in the meantime, 8 
rejected (expanded access program or drug already included in 648 List), 6 rejected 
due to the lack of data or waiting CHMP’s decision, and 5 rejected due to technical 
reasons. ConClusions: AIFA has a very high engagement to assure patient access 
to orphan and life saving drugs. The 2014 fund amounted to 15,6 million Euro, half 
of it to be used for the reimbursement of orphan and life saving drugs awaiting 
market entry, whilst the other half aimed to support independent research, drug 
information programs and pharmacovigilance costs. However, having said this, the 
expenditure for the sole orphan and life saving drugs from the Fondo AIFA in 2014 
amounted only to 239.895 Euro.
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Willing to PRovide MediCation analysis? PRediCting PHaRMaCists’ 
intention to PRovide MediCation analysis in CoMMunity PHaRMaCies 
in geRMany
Hessemer S1, Schmid K2, Schoeffski O1
1Friedrich-Alexander-University Erlangen-Nuremberg, Nuremberg, Germany, 2Bavarian Academy 
for Clinical Pharmacy, Munich, Germany
assesses the clinical effectiveness of generic CD SMS. Methods: An overview of 
reviews was deemed the most efficient approach to gather and summarise a large 
body of evidence, thereby efficiently informing clinical decision makers. Systematic 
reviews of RCTs and overviews of reviews assessing generic CD SMS interventions 
in adults were included. Assessment of included study quality was performed using 
the R-AMSTAR quality appraisal tool. Results: Generic CD SMS interventions com-
prise a heterogeneous group that have been assessed for a diverse range of chronic 
diseases and for which there is limited evidence of clinical effectiveness. Small 
reductions in health care utilisation are reported in a limited number of RCTs for 
CD self-management programmes and in a review of a range of generic SMS inter-
ventions. While there is a large quantity of evidence, generally low or unreported 
quality of included studies with typically short term follow-up leads to a high degree 
of uncertainty around results. ConClusions: The optimal format of generic SMS, 
the diseases in which it is likely to provide benefit, and the duration of effective-
ness, if any, remains unclear.
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does a sHoRteR PRotoCol tiMe foR CHest Pain Patients iMPaCt 
eMeRgenCy dePaRtMent floW? a Queuing Model to disCuss 
eMeRgenCy dePaRtMent ManageMent MetRiCs
Giusepi I, Juelicher P
Abbott, Wiesbaden, Germany
objeCtives: The Emergency Department (ED) represents the most important entry 
point to hospital services. Variability and unpredictability in demand, the hetero-
geneity of clinical paths combined with an ongoing pressure to optimize the use 
of scarce resources have led to increasing issues such as ED crowding. The goal of 
the current study is to assess the impact of shorter protocol times for the clus-
ter of ED patients who present with chest pain on ED Key Performance Indicators 
(KPI). Methods: A model based on a queuing theory has been developed and has 
been tested in a hypothetical ED with 20 chest pain patients (CPP) per day. The 
management of CPP mainly relies on serial measurements of troponin at defined 
time points. The model has been tested in two scenarios, one characterized by 
the use of a traditional troponin tests (6 hours protocol time), and one character-
ized by the use of high sensitivity troponin test (3 hours protocol time as recently 
recommended by clinical guidelines). In order to measure the impact of a shorter 
protocol time in the ED, we compare the ED KPIs resulting from the model in the two 
scenarios. Results: The benchmark between the two scenarios shows an improve-
ment of all ED KPIs for the scenario with a shorter protocol time: a reduction of (i) ED 
diversion rate (diff. 5.1%), (ii) ED waiting time (- 79%), (iii) ED length of stay (- 66%); 
a daily increase of (i) ED bed availability (+2.2 beds) and (ii) ED admission rate (+1 
patient). ConClusions: A reduction in protocol time for chest pain patients would 
improve KPIs for this cluster of patients. As a subsequent impact other patients 
would benefit from released capacity which could alleviate ED flow issues in general. 
Future studies are going to validate the ED model.
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validation of PeRiodiC safety uPdate RePoRting systeM in a teRtiaRy 
CaRe teaCHing HosPital using adveRse dRug ReaCtion MonitoRing of 
tHRee CoMMonly PResCRibed dRugs
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objeCtives: A Periodic Safety Update Report (PSUR) is intended to provide an 
update of the worldwide safety experience of a medicinal product to competent 
regulatory authorities at defined time points post-authorization. Drug Controller 
General of India (DCGI) has taken initiatives for enforcing the submission of 
PSURs from hospitals throughout the country for drugs launched 2011 onwards. 
This data would be used to validate the accuracy/bias of the PSURs submitted by 
pharmaceutical companies. In this study the assessment and validation of the 
impact of PSUR system implementation and its functioning in the hospital was 
carried out. Methods: Retrospective and prospective observational study for 
ADR reporting of three commonly prescribed drugs in the hospital for the period 
of 9 months before and 9 months after the PSUR system implementation in the 
hospital. Results: Amlodipine, Furosemide and Risperidone are three commonly 
prescribed drugs in different wards of hospital. A total of 65 ADRs were reported for 
the period of March-November 2013, in which 10(2%), 40(5.69%) and 15(6.12%) ADRs 
were reported for Amlodipine, Furosemide and Risperidone respectively. There was 
a 60% rise in ADR reporting rate observed after implementation of PSUR system 
in the hospital. 107 ADRs were reported for the period of December-August 2014, 
out of which 20(4.62%), 62(9%) and 25(10%) ADRs were reported for Amlodipine, 
Furosemide and Risperidone respectively. ConClusions: This study showed that 
implementation of PSUR system for reporting of ADRs in the hospital works as a 
great tool for effective pharmacovigilance. PSUR reporting through hospital is a great 
initiative directed through DCGI, India. By following PSUR practice in a hospital, 
we can encourage more health care professionals to get involved in ADR reporting 
program for the safety and wellbeing of mankind.
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tHe RelationsHiP betWeen knoWledge and PeRfoRManCe: tHe Case of 
iRan CoMMunity PHaRMaCies
Rangchian M1, Mehralian G1, Vatanpour H1, Salamzadeh J2
1Shahid Beheshti university of medical Sciences, School of Pharmacy, Tehran, Iran, 2Shahid 
Beheshti University of Medical Sciences, School of Pharmacy, Tehran, Iran
objeCtives: This study tried to find out whether the level of knowledge and skills 
of people working in a community pharmacy and applying strategy planning in 
community pharmacies, in Iran, can affect their achievements, as small to medium 
sized enterprises working in a circumstance with little professionalization of com-
munity pharmacies activities. Methods: In 2015, a cross-sectional survey was 
conducted using self-administered, anonymous questionnaires designed for man-
